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APPLICATION NUMBER: 75-430

PRINTED LABELING




N —_—— e e e e ¢ e e e o

i ; m _%J,,/// RN
. o”a_.MMMhmam.wme%_E_.Wcm 78@» A._.Z 310N v _. |
> ’ i a6 ! |
| peuund Slelp npos poe ol ¢ %S0°0 dSN WV3HO i |
~ S 0BULIQJ8D i i
5 o048 oueiidaid ‘Suersyul Emmy_ 31VNOIdOHd 10SVL3IF01) | |
- ‘loyooje  jAiee}soled jo  pesoduwiod < . i
¢ eseq juejjowe ue uj Bu g'0 ejeuodaid - Ajuo E ® Uhmmjo_— ; !
8 | roseleqod  :sujguos “weib  yoeg | 09-10£0-8910 9N | S
L L - .
o - R e O
i \L i L/LL YHOA M3N 'STIATAW ouls M\w& pom,%%%mn.m i
! i A, "eqnj ey} i
\ “ 0Ju0 yoeq deo ey) Bohoﬂn .omop__o ‘eseyaind jo ese|d 0} 19npoid uinjes pue esn jou op ‘s|qIsia §
i 0] uedo si[ees jjun Ajuwy umop Jou s| Jo painjound ueeq sey jees SIg )l “Jees jueisiseriodurey |
| g e ol doteinound e o ¢ pieres 1 rposd iy Bt il Tlptuoanl |
] o) eeid pue deo ey) esiener ‘ejesebuyes jou owm.m ww pue %mv o) 8. u_:m. md :wgzom_ eowm !
m ._Gom Qr_u OL:wOC—._Q O._. “zmmo O.—. ' H ° ° ¢ ° ‘uoeuLIOjU) _ \\\
: . Buiquoserd | Iny 10} Lesui ebexoed eeg :3OVSOG wnsn MT»\\\\
| e e L e L
. LIS S
mOovo i
7\ ggzem ! swesd oo Lm i3 _(INarmow3)
= PEZEl: e %50°0 ‘4SN INVIHD
== 28535 ! iueenomodesyonuwm 31VYNOIdOHd 710SV1340719
— "e™r Ly | _3sn oWIvHIHdO HO4 10N oII=)e]aTeY
i a w1 AINO 3SN JID0TOLVINHIA HOo4 Auo ®
~f F e Geewwiooan |
R T e i : o !
T g | 009-10€0-8940 € ml////,
8RF i _ ! ,
88 | | _
! . [
! ‘ m
! !
e i j
! i




N

: : O
| QY 3 g
¥ 0168-0301-30 4" & 33
' =
NDC 0168-0301-30 ’ T
fBUGETE ® Bony  For pERmATOLOGIC USE DALY . 2
rougera NOT FOR OPHTHALMIC USE - dus
cod -
CLOBETASOL PROPIONATE WARNING: Keep out of reach of 3555
CREAM USP, 0.05% children. - %E%%
s oouxg
(EMOLLIENT) NETWT 30 grams® - | (Ol 2253
Sirebotvn 15 s SC 5 Sy B oo TO OPEN: o puncturs the sea]
See crimp of tube for lot no. and expiration date. reverse the cap and place the " :
tIMPOFiTxNj;: The Opﬁr:lrf"(g of aJ"r]:s product is tcovered. by-a m;tal puncture-top omo the tube. Push i
0 L T 10010 e o prcna "% down fimly unti sea s open. To |
E. FOUGERA & CO. 8@, screw the cap back onto S
a division of Atana Inc. MELVILLE, NEW YORK 11747 the tube. o
1 L
NDC 0168-0301-32 [a only Each gragrs contains; Cllobem
f—_ ionate 0.5 mg in an emollient
OUQGTO mw of cetostearyl alcohol,
isopropyl myristate, propylene glycol,
CLOBETASOL PROPIONATE el myistte. propyene givel
CREAM USP, 0.05% &l;nc :nc:’d, isdodaum citrate,mr:;ijiﬁed
EMOLLIENT or, imidurea as a pres ve,
( ) NET WT 30 grams
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NDC 0168-0301-15 [E I . TT":‘:, %
fougera® o mﬁiﬁ%ﬂﬁ?ﬂy X Fude i=—==
CLOBETASOL PROPIONATE ~  WARNING: Keep out of reach of | ;§_z§§ =
CREAM USP, 0.05% ohiicren. Bia =
(EMOLLIENT) NETWT 15grams | BI3823 %

USUAL DOSAGE: See package insert for il
Store between 15° and 30°C (58° and 86°F).
See crimp of Wbe for lot no. and expiration date.
IMPORTANT: The opening of this product is covered by a metal
tamper-resistant seal. It this seal has been punctved of is not visible,
do not use and retum product to place of purchase.

E. FOUGERA & CO.

a division of Altana Inc. MELVILLE, NEW YORK 11747

scribing intormation.
not refrigerate.

Nocowsoonts '“llﬂ;n,y" '
fougera®
CLOBETASOL PROPIONATE

CREAM USP, 0.05%

isopropyl myristate,
* catormacrogol

TO OPEN: To punctiire the seal,”
reverse the capand place the L. -
puncture-top onto the tube, Push ..
down firmly until seal is open. To . -
close, screw the cap back onto
the tube.

i
!
i
i
i

Each  gram “contains: - Clobetasol

propionate 0.5 my in an emoliient base
composed of .catoolearﬁn -le;chg‘l,
, propylens ,

1000, d'mathll:oﬂeg 360,

citric acid, sodium citrate, purified
water, and imidurea as a preservative.

NET WT 15 grams

vil-y X8/ X 91/L-L
NAMOHS 341S INIHd
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| | fougera O FON OPHT A M LAY
| CLOBETASOL S g o bt o |
| | PROPIONATE Sty T S |
5 -’ 0 - dimethicone 360, citric ackd, sodium citrate.
| | CREAMUSP, 0.05% dmainme % cuic e sodim ci
| (EMOLLIENT) " NETWT60grams
3.468 | D e
: . USUAL DOSAGE: See package insert for “™~  Store between 15° and 30°C
- : « full prescribing information. (59° and 86°F).
i . WARNING: Keep out of reach of children. Do not refrigerate.
» TO OPEN: Use cap to puncture seal. See crimp of tube for lot no.
' IMPORTANT: Do not use if seal has been and axpiration date. .
' punctured or is not visible, R2/99 X4551 _
| | E.FOUGERA & CO,
; ' advision of Altana Inc. 3 ;
' | : MELVILLE, NEWYORK 11747 L 361- .
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: | fouderg ® FOR DERMATOLOGIC USEONLY |
_, rougera cr;‘lOT FOR QPHEEMJC USE t T
; ram oontains; 0 : N
B oo o
opylene glycol, cetomacrogol 1000, dimeth. | | ?
E o gone aeg,gt'iytric a.gd, nodcm'toemab. pL"r'Iﬂed b f
. | CREAM USP, 0.05% ‘
5 ! EMOLLlEN_l’_) - water, and imidurea as a preservative, [
0687 ( o . NETWT 30 grams | -
§ USUAL DOSAGE: See package insart for Siora between 15° and 3¢ s
i : full prescribing information. (59° and 86°F). — :
: ; WARNING: Keep out of reach of children. Do not refrigerate. T ]
; TO OPEN: Use cap to puncture seal, Sae crimp of tube for lot no. IS :
: IMPORTANT: Do not use if seal has been and axpiration date. Lo
, punctured or is not visible. R2/99 W4550 ;|
N FOUGERA & CO. f ,m I""I" mH !Illl[ ll "l" . ;
: a division of Altana Inc. ! I ;
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30 Grams Tube Template
Drawing #L.B-513
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fougera® FORDERMATDLOGIGUSE ONLY | | o
CLOBETASOL Eaeh gnan“ ou;'ulm j D

. X an email | . :
PROPIONATE . com Mmguouum sochl, : |8 .
CREAM USP,0.05% oot o propyiens gyoo. L
(EMOLLIENT) e
NETWT 15grams: . | b
USUAL DOSAGE: See package — Sworebetween 18 and0°C ' Lo -] %
insert for full prescribing information. (6 and 86°F), — o
WARNING: Keap out of reach of Do ot et retrigerate. —— &
children. M%mmm . —— :

- “TO OPEN: Uso cap to puncture seal, — !
IMPORTANT: Do not use if seal has d !

" been punctiired or is not visible. - ! .
c roucennco. ]]|[ Tmy IIIL llllllllllﬂ[ T
a division of ana = L
MELVILLE, NEW YORK 11747 0168-0301-1 r N
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fougera®
CLOBETASOL PROPIONATE
CREAM USP, 0.05% L
(EMOLLIENT) Bony -

is (11B,169) -21-CHORO-9-11ti0r0-1 1-hydroxy-16-mettyi-17-(1-oxo-propory)- . .
pregna-1,4-diena-3,20-dione, and it has the following structura) formida; o vt

Q

C o
Clobstasol propionate has the mok formuta CysH3,CIFO5 and a molecidar weight of 466.98." 1 is a
white to cream-colored crystaliine powder insoluble in water. ) ) .
Each gram of clobetasol propionate cream (emolli conlains: cob D 0.5mg nan llio R
base of W atcohol, isopropyl myti , prop glycol, 1000, di i 360, ciric
acid, sodium citrate, purified water, and imidurea as a preservative.
CLINICAL PHARMACOLOGY: Like other topical corti ids, clob 2 has anti-infi

ipruritic, and it ies. The

] P b2

3 of the anti-infi Y activity of the topical

sterokds, in general, is unclear. However, corticosteroids ano thought to act by tha induction of phosgho‘ipase

Ay inhibitory proteins, collectively cailed lipoconins. i is pastulated that thesa proteins controt the biosynthe-
i of inf such as ] L

Sis of potent Io} and by inhibiting the releasa of

their 3 idonic acid. Arachidonic acid is rek from iy ipids by

phosphotipase A,

Pharmacokinetics: The exiont of bsomption of topical cort ¥ds is determined by many -
factors, including the vehicie and the intagrity of the epidermal bamer, Occiusive dressing with hydrocortisone -
for up ta 24 hours has not been o toi ion; however, ion of y

for 96 hours mark enhances ion. Topical corti can be ab: from normal intact skin.

Inflammation and/or other disease processes in the skin may ption.

Studies paris with ciob i eream ient) indicate that it is in the super-high range of

polency as compared with other topical corticosiaroids.

INDICATIONS AND USAGE: Ciob k cream (emoliient) is a super-high potency corticosteroid

formulation indicated for the reief of the infi Y and pruritic mani ions of i

dermatoses. Treatment beyond 2 ive weeks is not wded, and the total dosage should not

exceed 50 g per week because of the potential for the drug to the hr ic-pituitary-adrenat

{HPA) axis. Usa in children under 12 yaars of age is nol recommended.

CONTRAINDICATIONS: Clobx i craam ient) is indi in those palients with a
history of hypersensitivity to any of the components of the preparation.

PRECAUTIONS: General: Clobetasol proplonate is 3 highly potent topical corticosteroid that has besn
shown 10 suppress the HPA axis at doses as low as 2 g per day.

Sy ic absorption ot 1opical corti kis can produce ible HPA axis ioh with the potential
for gl i id insutficiency after trom 1 ent. Manif ions of Cushing’s syndrome,
b ia, and gh ia can also be prody In some patients by systemic absorption of fopical cor-
ticosteroids while on therapy.

Patients applying 8 dosé 10 a large surlace siva of 10 areas Uhder oadiLisk shoid be iodically
for evid of RPA axis ion, This may be done by using the ACTH stimulation, a.m. plasma contisol,
and urinary Iree cortisol tasts. Patients receiving super potent conticosteroids should not be treated for more
than 2 weeks at a ime, and only smali areas should be \realed al any one time due 10 the increased risk of

HPA suppression. R R AR A A R .\ EXSTAERN

1 HPA axis supprassion is noted, an ahiempt should be mads 1o withdraw the drug, to reduce the fr

of application, of to substitute a igss potent corticosteroid. Recovery ol HPA axis function is genarally prompi
upon d inuation of 1opical corti ids. Infrecy y, Signs and of glucocor id insid.
fickency may occur that requirs k ic corti Nds. For i on Supple-
, 588 ibing ink lon for thasa products.

Pediatric patients may be more susceptible 1o systemic toxicity from equivalent doses due to their larger skin
surtace 10 body mass ratios {see PRECAUTIONS: Pediatric Use),

it imitation develops, ci Ppropi craam ( } should be o and priate therapy
instituted. Allergic contact dermatitis with ; ids is usually di d by obsarving a failure fo haa! |
rather than noting & clinical exacarbation as with most topical prod not ining i . Such .
an observation should be conoborated Wwith appropriate diagnostic patch testing. :
Il concomitant skin inlections are prasent or develop, an ot itungal or antil ial agent shoGid
beused,natavorablemspmsedoesmlocwr ptly. use of clob prop: cream )
should be descontinued until the infection has been adequately controlied,
{over)
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Chuhmmmn(moubm)wuumlhwhhmunmumnu»ﬂonl

mmhmmwnwmhlm.mhwuﬂh.

h'orm:uon'orPnhmu: thmsu:hgtopkal Mlaomold;,mouldnedv. the foliowing inform .

tion ang 3

1. Msnwmnmismbsmwasdimusdbyuwbhvﬁdm nisbrextomamsewy. Avoid contact with
eyes,

'mhnﬁnoimeny:LomennaNmalsnxﬁashammlbsmNﬂomsd
. Propionate,

ini tlonaldusaggbvsls to 50 9 per day revealad no s; ihcant
elisaonthemlesnnbmabsemadnn hmmnwmme%bryoundamuse

in the number of jivi bmesmmr-gm dose.
'mgmwmhmmm“(syam:mmmt,m&mmms
mmmmmmmy.wmﬁmswzzm‘ h’onlqst.m beo shown| Do loratoners
nancy: ~F 6 3 roids have o be leratogenic
in laborai ammlswnenamlomdsyslemcawm olati lwdosageltm&s‘Sanecomcossfuds
have beenngmn 1o be teratogenic aMter dermaj application to mmory animals.

. i Subcul N teratogen in the
Clobetasol Propionate has Jrealer leratogenvc potential than stervids mom lass potent.

Toratogenicity FOUle resutted in folotoxicity at the hi hest dose testag
1 mgAg) and tera) icity at ail dosa levels tostad down 1o 0.03 mgkg. These doses amr;gpmnmalaly 0.33
and 0.01 times, espectively, the human topical dJose of clobetasol Propionate cream {emolliant), Abnomalities
S6en inciuded deft Palale and skalgtal abhormalities,
in rabbits, clobetasol Propionale wag teratogenic at doses of 3 ang 10 meg/kg. These doses arg approximaely
0.001 and 0.003 timas, ively, the hurman topicat dose of Clobetasol Propionats cream (emalliant),
alities spen included defy palate, CTanioschisis, ang other skeleta} abnormalities.

Thsraamnondsqmteamwlmrwedsmdesovmlamloguicmmddobmmmtein
Pregnant women,
Clobetasol Propionate cyagm (emollient) should be useq during Pragnancy only if thg potential banefit justifies
zse p::;nu’al sk lo tge letys. - . . .

urs :
gmm,wmmmmmmammam ,orcauseomﬂmlowardeﬁaas R is not known
Whather topical administration of corticosterids coug TBSUN in sufficigng Systemic absorption to Produce
detectable quantities in human milk. Becausp many drugs arp 8xcreted in human milk, caution shoug be
6XBITised Propionate craam (emoliant) s administerad 1o 5 ing woman,
Pediatric Usq: Satety ang efioctivenass of clobelasol Propilonata cream (emolfient) in pediatric patients have
ol been i lndilsuseinnedamcpaﬂsmsmrIZysavsotageisnol

axis ression and Cushing's SYNdrome when they are treateg With topicat Corticostomids, are the
fore :s? al greater risk o gucooonicosaeru‘d insunldemy auring or altgy Withdrawal of treatment. Adve
z’;ects'b m%mm&wwmmm%hhmqmi
A axis s N iNg's syndrome T growth relardation, Wi lga'n.andinrncmnia
o hive b L iving topical cort ddaysaamum tions ot adrenal suyp.

8hsion have bean reported in di'dlﬁﬂ'm corticosteroids, Il

pression in chilg bwuamaeorhsulmmlswﬂbaeruolmspmseloACTr i fion,

anife: racranial hypenansion buiging S, heada » and bilataral papi .
ADVERSE REACTIONS, iy (ﬁv’n'wed tials with dobe!'asol Nonale formyar; ¢
react) ean rapontad: ey ! Prurtus, imitation, enythema, folliculitis. cracking and fissyri
of the skin, UMbness of thg fingers, in the eibow, gkin atrophy, oy “
of iocal machmsmponsﬂmmelnmsmmdobemapmpimaleumn(anwm)mbssm 2%
of patients tragteq With the exception of i which occurmed in 5% of treateq 1

g;mg’ssyndu:mob"hzsjgemWhﬂmlsWMsmnMdWawmoloﬁwioﬁwm
Propionate tions.

mumwmmnwwwmmummwmmmymmmmm 6roids, but may
occur more Troquentty With super-high, Potency COorticosternids such g5 clobetasol propionate cream (emol-

lionl), Thase 18aClions arp kstag jn BN 8pproximately gec, order of » Nypertrichosis,
acneiform e 3 ion, Dsrlorai':gnna g contact dermatitis,
Stnae, and

Pfo&;ce Syst 3
DOSAGE AND ADMINISTRATION. ADDly & thin layer of Slobetasal propionate CT8am (emollient) to the atlect-
6d skin arppg twice daiy ang b in gently ang complelaly (sag INDICATIONS AND USAGE).
Sal i {emollient) s 5 Suparhigh poy 1opical cortj eroid; tharators, treatmant

Dropionate cream H
ahomdbclbnmdlazwm«:mhmb.mmmmmummsogwmkmomunmm
used, Usehdildrmumrlzmrsdsgeismlmwnmernw.
Chbeusdwqﬁau;lemam(undm)stmdno(beuseuwmwuﬁve

HOW Syp| Cream Usp 0.05% | ) is suppiig in

15 g (NDC 0168-0301 15}, 30 g (NDC 0168%01@),&M609(NDC 01&-(!!)1-60)( A

Store bet 135 86°F). Clobetaso) Cream (Emoliient) shouid not by
refn

E. FOUGERA 3 Co,
[ [

2 division of Attans e, 12301
MELVILLE, NEW YORK 11747
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